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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 10, 2006 has been entered. 

Amendment Entry 

2. The amendment filed September 1 1 , 2006 has been entered. Claims 1 and 8-9 
have been amended. Claims 2-7,10-14, 20-22, 24 and 26-43 have been withdrawn from 
consideration. Claims 1, 8-9, 15-19, 23 and 25 are under consideration in this office 
action. 

Withdrawal of Rejections 

3. The following rejections have been withdrawn in view of applicants' amendments 
and arguments: 

a) The rejection of claims 1 , 8-9, 1 5 and 25 under 35 U.S.C. 102(b) as being 
anticipated by Arthur et al., (US Patent 5,871 ,910); and 

b) The rejection of claims 1, 8-9, 15, 17-19, 23 and 25 are rejected under 35 
U.S.C. 102(b) as being anticipated by Bergeron et al., (US Patent 5,994,066). 



Application/Control Number: 10/661 ,094 Page 3 

Art Unit: 1645 

Response to Arguments 

4. Applicant's arguments filed September 1 1 , 2006 have been fully considered but 
they are not persuasive. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of • 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. The written description rejection of claims 1, 8-9, 15-19, 23 and 25 under 35 
U.S.C. 112, first paragraph, is maintained for reasons already of record. The rejection 
was on the grounds that the instant specification and claims are encompassing 
unidentified portions of the sequences substantially corresponding to the complements 
or portions thereof for SEQ ID NO: 2, 3 and 4. 

Applicants' state that because vanA sequences and specific probes and primers 
are well known, that there is no need for further teachings and the rejection should be : 
withdrawn. Portions refer to subsequences within SEQ ID NO:2, 3 and 4 and not to the 
full-length sequences. There is no disclosure of what sequence substantially 
corresponds to the complement. Thus there is no evidence of record that portions of the 
claimed nucleotides were in applicants' possession at the time of filing. The scope of the 
claims includes numerous structural variants and the genus is highly variant because a 
significant number of structural differences between the genus members are permitted. 
The specification fails to provide guidance on the structure of the substantially 
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corresponding complement or portions thereof. The written description in this case only 
sets forth specific nucleotide sequences in SEQ ID NO:2-4, therefore the written 
description is not commensurate in scope with the claims drawn to substantially 
corresponding complements or portions of SEQ ID NO:2-4. 

Applicants' urge that because high stringency conditions recited, there would be; 
a common structure and function among the vanA specific probes, therefore the 
rejection should be withdrawn. However, applicants have not pointed to how to define 
complements or the portions, thus there is no written description support for determining 
the common core or structure. Neither has applicant pointed to any guidance as to what 
the portions are; or what portions can or cannot be used in the method of detection 
being claimed. Furthermore, applicants have not disclosed a sequence that 
substantially corresponds to SEQ ID NO:2-4. There is no requirement for the full-length 
complement. There is no teaching whether these substantially corresponding 
sequences includes deletions, additions or substitutions. There is no description of how 
much correspondence there must be. The specification does not include structural 
examples of sequences that substantially correspond to portions thereof. If the genus 
has a substantial variance, the disclosure must describe a sufficient variety of species to 
reflect the variation within that genus. See MPEP 2163. Although the MPEP does not ■ 
define what constitute a sufficient number of representative, the Courts have indicated 
what do not constitute a representative number species to adequately describe a broad 
generic. In Gostelli, the Court determined that the disclosure of two chemical 
compounds within a subgenus did not describe that subgenus. In re Gostelli, 872 F.2d 
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at 1012, 10 USPQ2d at 1618. Here there are no representative examples of portions 
thereof. Therefore applicants' assertions are not persuasive. 

Thus, with the exception of specifically named nucleotide sequences, the skilled 
artisan cannot envision the detailed structure of the portions thereof, thus conception is 
not achieved until reduction to practice has occurred, regardless of the complexity or 
simplicity of the method of isolation. Therefore the full breadth of the claims fails to meet 
the written description provision of 35 USC 112, first paragraph and the rejection is 
maintained. 

6. The rejection of claims 1 , 8-9, 15-19, 23 and 25 under 35 U.S.C. 112, second 
paragraph. 

It appears that applicants believe that the amendments overcome the rejection, 
however some of the rejections are being maintained. 

a) The rejection is on the grounds that the phrase "substantially corresponding 
to" or "corresponding to" with respect to the sequences in the claims are relative terms 
which render the claims indefinite. The phrases are not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. There are no requisite requirements regarding the how to determine whether 
a sequence substantially corresponds. It is unclear how much correspondence there 
must be or what different level of correspondence is required to meet substantial 
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correspondence. Therefore the metes and bounds of the phrase cannot be ascertained. 
Thus, clarification is required to overcome the rejection. 

b) Despite the amendments, claim 1 is still indefinite. The term "high stringency 
hybridization conditions" is not defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would 
not be reasonably apprised of the scope of the invention. Thus, one cannot determine \ 
the metes and bounds of the claim language, therefore the term is indefinite. The term 
high stringency hybridization conditions is a term of degree and based upon parameters 
that are not defined in the specification or the claims. The specification teaches that 
stringent conditions are sequence-dependant and will be different in different 
circumstances in order to maximize the differences in stability. As such, the term is 
dependant upon specific conditions that are not recited in the claims and specification 
fails to define the metes and bounds of the phrase. Therefore one skilled in the art 
would not be readily apprised as to the metes and bounds of the high stringency 
hybridization conditions. Therefore, a recitation of the specific conditions is suggested 
as a means for overcoming the rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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7. The rejection of claims 1,15-1 8, 23 and 25 under 35 U.S.C. 1 02(b) as being 
anticipated by Petrich et al., (Mol. and Cellular Probes, 1999, Vol. 13:275-281) is 
maintained for reasons of record. 

The rejection was on the grounds that Petrich et al., teach a method to detect 
vanA in a sample, comprising: a) contacting a physiological or peri-rectal sample 
suspected of comprising amplified vanA nucleic acid with at least one vanA -specific 
oligonucleotide probe under high stringency hybridization conditions effective to form a 
hybrid between the vanA -specific oligonucleotide probe and vanA nucleic acid in the 
sample, wherein the vanA -specific oligonucleotide probe under high stringency 
conditions hybridizes to sequences which include sequences substantially 
corresponding to SEQ ID NO:3, the complement thereof, or a portion thereof and 
comprises sequences which include sequences substantially corresponding to SEQ ID 
NO:3, the complement thereof, or a portion thereof, and wherein the amplified vanA 
nucleic acid has sequences substantially corresponding to SEQ ID NO:2, the 
complement thereof, or a portion thereof and sequences substantially corresponding to 
SEQ ID NO:4, the complement thereof, or a portion thereof; probes which are not 
specific for va/7>4-specific probe and are vanB specific probe and b) detecting or 
determining the presence or amount of hybrid formation. 

Applicants' urge that Petrich et al., do not disclose a vanA specific probes that 
hybridizes under high stringency conditions and includes sequences substantially 
corresponding to SEQ ID NO:3, the complement or a portion thereof. However the 
claims encompass probe sequences that do not require the full-length of SEQ ID NO:3 
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or even the full length of the complement, rather the claims merely require an undefined 
portion, which encompasses any portion or fragment of SEQ ID NO:3 or the 
complement. Petrich et al., teach specific oligonucleotides probes for vanA wherein 
these probes comprise a portion of SEQ ID NO:3. The claims simply require a portion of 
the sequences substantially corresponding to SEQ ID NO:2, 3 and 4. Since the portion 
is not defined and Petrich et al., teach a portion of nucleotides capable of hybridizing, 
the art meets the limitations of the claims. The fact that Petrich et al., disclose that 
these probes were derived from different regions within the vanA gene is irrelevant 
since several of the same nucleotides are recited in those sequences. 

Applicants' urge that the claims require high stringency. However the it is well 
known in the art that high stringency refers to the strength of the bonds between the 
bases and does not equate to a level of sequence identity between the strands. 
Therefore applicants' arguments are not persuasive and the rejection is maintained 
since, Petrich et al., teach a method to detect vanA in a sample just as required by the 
claims. 

Applicants' argue that Petrich et al., do not disclose a vanA specific probes that 
includes sequences substantially corresponding to SEQ ID NO:3, the complement or a 
portion thereof. However the claims do not require hybridization specifically to the full 
length of SEQ ID NO:2-4 or their complement, rather the claims require hybridization to 
a sequence which comprises any portion thereof, thus the art meets the recited 
limitations due to the open language of the claims. Therefore, applicants' arguments are 
not persuasive and the rejection is maintained. 
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8. The rejection of claims 1,8-9, 15-19, 23 and 25 under 35 U.S.C. 102(b) as being 
anticipated by Modrusan (US Patent 6,274,316) for reasons already of record. 

The rejection was on the grounds that Modrusan teaches a method to detect 
vanA in a sample teach a method to detect vanA in a sample, comprising: a) contacting 
a physiological or peri-rectal sample suspected of comprising amplified vanA nucleic ; 
acid with at least one vanA -specific oligonucleotide probe under high stringency 
hybridization conditions effective to form a hybrid between the vanA -specific 
oligonucleotide probe and vanA nucleic acid in the sample, wherein the vanA -specific 
oligonucleotide probe under high stringency conditions hybridizes to sequences which 
include sequences substantially corresponding to SEQ ID NO:3, the complement 
thereof, or a portion thereof and comprises sequences which include sequences 
substantially corresponding to SEQ ID NO:3, the complement thereof, or a portion 
thereof, and wherein the amplified vanA nucleic acid has sequences substantially 
corresponding to SEQ ID NO:2, the complement thereof, or a portion thereof and 
sequences substantially corresponding to SEQ ID NO:4, the complement thereof, or a 
portion thereof; probes which are not specific for van/l-specific probe and are vanB 
specific probes and b) detecting or determining the presence or amount of hybrid 
formation. 

Applicants' urge that Modrusan discloses probes created from different regions of 
the vanA gene and does not teach a vanA specific probes that includes sequences 
substantially corresponding to SEQ ID NO:3, the complement or a portion thereof. 
However as previously discussed the claims encompass probe sequences that do not 
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require the full-length of SEQ ID NO:3, rather the claims merely require a portion 
thereof. There is no limitation on the size or number of nucleotides within the claimed 
portion, therefore any nucleotides in common meet the portion thereof limitation. 
The fact that Modrusan discloses probes derived from different regions within the vanA 
gene is irrelevant since several of the same nucleotides are recited in those sequences 
and meet the portion thereof limitation. 

New Grounds of Objection and Rejection 
Claim Objections 

9. Claim 15 is objected to because of the following informalities: Claim 15 fails to 
recite which claim it is dependent upon. Appropriate correction is required. 

10. Claims 19 and 23 are objected to under 37 CFR 1 .75(c) as being in improper 
form because a multiple dependent claim cannot depend from another multiple 
dependent claim. See MPEP § 608.01 (n). 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall, 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1 1 . Claim 8 is rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
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the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. This is a new matter rejection. 

Neither the specification nor originally presented claims provides support for an 
the vanA specific oligonucleotide probe that is no more than 50 nucleotides in length 
and has at least 10 contiguous nucleotides of SEQ ID NO:3 or the complement thereof. 

Applicant did not point to support in the specification for the vanA specific 
oligonucleotide probe that is no more than 50 nucleotides in length and has at least 10 
contiguous nucleotides of SEQ ID NO:3 or the complement thereof. Moreover, 
applicants failed to specifically point to the identity or provide structural characteristics of 
the instantly claimed vanA specific oligonucleotide probe. Thus, there appears to be no 
teaching of the vanA specific oligonucleotide probe that is no more than 50 nucleotides 
in length and has at least 10 contiguous nucleotides of SEQ ID NO:3 or the complement 
thereof. The specification beginning at page 19, lines 24 states that while 
oligonucleotides probes of different lengths and base composition may be used for 
detecting the vanA gene or the vanB gene, preferred oligonucleotides have lengths from 
15 up to 40 nucleotides and are sufficiently homologous to the target nucleic acid to 
permit amplification of a vanA or vanB template and/or hybridization to such a template 
under high stringency conditions. Thus it appears that the entire specification appears to 
fail to recite support for the newly vanA specific oligonucleotide probe. Therefore, 
applicants must specifically point to page and line number support for the identity of the 
vanA specific oligonucleotide probe that is no more than 50 nucleotides in length and 
has at least 10 contiguous nucleotides of SEQ ID NO:3 or the complement thereof. 
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Accordingly, the claim incorporates new matter and is rejected. 



Conclusion 



12. No claims allowed. 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Hines whose telephone number is 571-272-0859. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor Jeffery Siew, can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Ja-Na Hines / 
January 17, 2007* 




